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Date: February 18, 2010
Owner:
A Plus Medical

5431 Avenida Encinas, STE G
Carlsbad, CA 92008-4411

Tel:  +760-930-4025
Fax: + 760-930-0040

Owner/Operator Number:
10023166

Official Contact:
Thomas C. Loescher
Tel:  + 760-930-4025
Fax: + 760-930-0040

Trade Names;
Babs.Plus” Infant Nasat Cannula System

Common/Usual Name:
Nasal Cannula, Infant Nasal Cannula

Classification Name:
Device Name:  Ventilator, non-continuous (respirator) .

Product Code: BZD
Regulation; 868.5905
Device Class: 11

Device:

The Babi*Plus Nasal Cannula
Predicate Devices:

Number- K093716

Product Name: Babs.Plus~ Infant Nasal Cannula System
Manufacturer: A Plus Medical
Product Codes: C100 & C102

Device Description:

KIo41

0CT -7 201

Single patient use nasal cannula offered in 8 different sizes which have been specifically designed for patents < 10
Kg. The device includes a short length of 10 mm corrugated tubing allowing connection to a variety of devices.

The device also provides a means to monitor delivered pressure at the nasal prong.

Indications for Use:

Single patient use device intended for use with neonates, infants and children under 10 Kg requiring a nasal prong

interface during intermittent or continuous gas flow therapy in the hospital critical care unit.
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Contraindications:
Patients not requiring a nasal prong interface during intermittent or continuous gas flow therapy.
Patients > 10 Kg.

Patient Population:
Patient population of neonate (premature infant), infant and child

Environment of Use:
Hospital Critical Care Unit

Comparative of Technological Characteristics: -
The Babi*Plus Nasal Cannula is substantially equivalent in indications for use, environment of use, patient
population, material and function to the identified predicate. Bench testing and dimensional analysis confirmed
that the Babi*Plus Nasal Cannula and predicate device have similar performance characteristics.
Testing was performed and the below identified differences were demonstrated:

» Resistance to gas flow in the inspiratory circuit.

GasFlow 1 2 3 4 5 6 7 8 9 10 11 12
Predicate 0 01 02 03 04 05 07 09 11 13 16 19
Proposed Device <0.1 <0.1 o1 02 02 03 05 06 08 09 11 13
s Resistance to gas flow in the expiratory circuit.

Gas Flow 1 2 3 4 5 6 7 8 9 10 11 12

Predicate 00 00 00 00 00 00 00 01 01 0.1 0.1 0.1

Proposed Device <0.1 <0.1 <06.1 0.1 01 02 02 03 -03 04 05 06
Conclusion:

The revised Babi*Plus Nasal Cannula is substantially equivalent to the predicate of Application K093716
because:

e Both are made from identical material.

¢ Both have substantially equivalent performance.
e Both have identical indications for use.

e Both are used in identical patient populations.

¢ Both are used in identical environments of use.
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Mz, Thomas C. Loescher, RR.T

Prestdent

A Plus Medical

53431 Avenida Encinas, Suite G

Carlsbad, California 92008 .
OCT - 7 (.\}H

Re: K110471
Trade/Device Name: Babi. Plus™ Inlant Nasal Cannula System
Regulation Number: 21 CFR 868.3903
Regulation Name: Noncontinuous Ventilator (IPPB)
Regulatory Class: 11
Product Code: BZD
Dated: September 7, 2011
Received: September 8, 2011

Dear Mr. Loescher:

We have reviewed your Section 510(k) premarkel notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) (o legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 1 (Special Controls) or class 1l
(PMA), it may be subject to additional controls, Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Paris 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register,
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Please be advised that FDA s issuance of a substantial equivalence determination does not
mean that FIDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
{reporting ol medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 8§20);
and 1f applicable, the electronic product radiation control provisions (Sections 331-342 of’
the Act); 21 CFR 1000-1050.

I vou desire specific advice for vour device on our labeling regulation (21 CFR Part 801),
please go to hitp://www . ida. pov/AboutFDA/CentersOffices/CDRH/CDRHO flices/ucm
[15809.hum for the Center for Devices and Radiological Health’s (CDRIH’s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (2Z1CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regufation (21 CFR Part 803), please go to

htp//www [da.vov/Medical Devices/Safetv/ReportaProblem/de fault him for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, [nternational and Consumer Assistance at its toli-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address

hitp/Awwaw [da.gov/Medical Devices/Resourcesfor You/Industryv/de fault.him.

Sincerely yours,
- _ / —
o Neoea A /)(5&/’2&1@//
Anthony . Watson, B‘S., NS, MBAL
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiologicat Health

Enclosure




Indications for Use Statement

510(k) Number: (To be assigned)

Device Name: Babi.Plus’Infant Nasal Cannula System

Indications for Use:
Single patient use device intended for use with neonates, infants and
children under 10 Kg requiring a nasal prong interface during intermittent or
continuous gas flow therapy in the hospital critical care unit.

Prescription Use X or Over-the-counter use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-0ff)

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

* 510(k) Number: ‘Z[/O L{-?/
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